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WASHINGION 


The Consol idated Omnibus Budget R e c o n c i l i a t i o n  A c t  o f  1985 (s ignedbythe 

P r e s i d e n tA p r i l  7 ,  1986) requ i reswr i t tens tandardsfortheprov is ionoforgan 

t r ansp lan ts .S ta teP lansmus tp rov idefo rs tandardstha tt rea ts im i la r l y  

s i t u a t e di n d i v i d u a l sa l i k e ,  i d e n t i f yr e s t r i c t i o n s  on the f a c i l i t i e s  o r  

prac t i t i one rsp rov id ingo rgant ransp lan ta t i onp rocedures ,  and arecons is ten t  

with t h e  a c c e s s i b i l i t y  o f  high q u a l i t y  c a r e  t o  t h o s e  i n d i v i d u a l s  e l i g i b l e  f o r  

theproceduresundertheStatePlan.Heart- lung,lung,pancreas-kidney, 

panc reas ,hear t ,l i ve r  and bonemarrow t ransp lan ts  ( i n  add i t i ontoco rnea  and 

kidney)aremedical lynecessary and reasonable when p a t i e n t  s e l e c t i o n  c r i t e r i a  

areobserved and when performed a t  a f a c i l i t y  t h a t  meets c e r t a i n  c r i t e r i a .  

Compound t ransp lan ts  o f  t h ree  o r  more organsareviewed as exper imental .  


STANDARDS 

I .  Pat ien tSe lec t i on  

PolicyStatement .Ingenera l ,theMedica lAss is tancerec ip ientmust  haveend­
stageorgandisease, a poorprognosis(forexample, i n  thecase o f  hear t  
d isease,less than 25 percent l i ke1ihood of s u r v i v a l  f o r  s i x  months o r  more) 
a s  a resu l to fpoo ro rganfunc t i ona ls ta tus ;thepanc reasis  an e x c e p t i o n  t o  
t h i s .  All othermedica l  and surg ica ltherap iestha tmigh t  be expected t o  
y i e l d  b o t h  s h o r t  and longte rmsurv i va l( fo r  example, t h r e et of i v ey e a r s )  
comparable t o  t h a t  o f  organtransplantat ionmust have been t r i e d  o r  con­
sidered.Standardsaredesigned t o  ensuretha tpa t ien tsarese lec ted  so t h a t  
o rgant ransp lan ta t ion  as  a therapy will have a s u c c e s s f u lc l i n i c a l  outcome. 

F a c t o r st o  be cons ide redinthepa t ien tse lec t i onp rocessinc ludethe  
f o l l o w i n g  c o n d i t i o n s :  

1. 	 Advancing age ( these lec t i on  of a rec ip ien tfo r[no tpancreas ]  
t r a n s p l a n t a t i o n  beyond age 60 mustbe done w i t h  p a r t i c u l a r  c a r e  t o  
ensure an adequately young "phys io log i c "  age and the  absence o r  
i n s i g n i f i c a n c eo fc o e x i s t i n gd i s e a s e ) ;  Beyond age 40 f o r  pancreas 
t ransp lan ts  will be rev iewedwi thspecia lcare.  

2. 	 Severepulmonaryhypertension(because o ft h e  1 imi tedworkcapaci ty  
o f  t h e  t y p i c a l  d o n o r ' s  r i g h t  v e n t r i c l e  i n  case o f  h e a r t  t r a n s p l a n t a ­
t i o n ) ;  

3 .  	 Otherorgandysfunction; e.g., r e n a lo rh e p a t i ci nt h ec a s eo f  
card iact ransp lan ta t ionnotexp la inedbytheunder ly inghear t  
f a i l u r e ;  (where mu l t i p leo rgant ransp lan t  i s  notproposedand/or
will notsolveth isproblem).  

4 .  	 Acute,severe hemodynamic compromise a tt h et i m eo ft r a n s p l a n t a t i o n
i f  accompaniedbycompromise o r  f a i l u r e  o f  a v i t a l  endorgan; 
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5 .  	 Symptomatic peripheral or cerebrovascular disease;is an absolute 
contraindication to participation in all transplants. 

6 .  Chronic obstructive pulmonary disease or chronic bronchitis; 

7 .  Active systemic infection; 

8.  	 Recent or unresolved pulmonary infarction or x-ray evidence of 
infection or of abnormalities of unclear etiology; 

9.  	 Systemic hypertension that requires multi-drug therapy for control; 
an exception may be considered in renal transplants. 

10. Other systemic disease considered1 i kely to 1 imit or preclude

survival and rehabilitation after transplantation; 


11. 	 Cachexia; 

12. The need for prior transplantation of a second organ;
i.e., lung,

liver, kidney, heart or marrow (because this represents the 

coexistence of significantdisease); exception pancreas after 

kidney 


13. 	 A history of a behaviorpattern or psychiatric illness considered 
likely to interfere significantly with compliance with a disciplined
medical regimen (because a life long medical regimen is necessary,
requiring multiple drugs several times a day, with serious 
consequences in the event of their interruption or excessive 
consumption). 

13A. 	 Noncompliance is the No. 1 cause of transplantation failure;
patients with behavior patterns that may lead to interferencemust 

present evidence of compliancefor one year and voluntary treatment 

program participation. 


14.  	 Other factors given less weight but still considered important
i ncl ude : 

a. 	 Diabetes mellitus requiring insulin (because the diabetes is 
often accompanied by occult vascular disease and because the 
diabetes and its complications are exacerbated by chronic 
corticosteroid therapy); exceptions will be considered in 
combined pancreas/kidney in the young. 

b. 	 Asymptomatic severe peripheral or cerebral vascular disease 

(because of accelerated progressionin some patients after 

organ transplantation and chronic corticosteroidtreatment); 


c. 	 Peptic ulcer disease(because of the 1 ikel i hood of early
postoperative exacerbation); must be well controlled. 
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d. 	 Current or recent history of unresected diverticulitis or other 

chronic infectious process (considered as a source of active 

infection which may be exacerbated with the initiation ofan 

immunosuppressant). 


could
The existence of one or more of these factors lead to the disqualifi ­
cation of a Medical Assistance recipientas a candidate for organ trans­

plantation. 


II. Facilities and Practitioners 


Organ transplantation procedures will be covered in centers approved by the 

Medical Director and on entering special agreements with the Division of 

Medical Assistance. Documentation that the center meets or exceeds these 

standards is required for approval. 


1. 

2. 


3 .  

4 .  

5. 


6 .  

7 .  

a. 

9. 

The center has board certified/eligible practitioners in the fields 

of cardiology, hemodynamics and pulmonary function, cardiovascular 

surgery, anesthesiology, hepatology, hematology, immunology and 

infectious disease. Nursing, social services, and organ procurement

services must complement the team. Specified team specific trans­

plant coordinators are required for each organ. 


The center has an active cardiovascular medical and surgical program

with regard to heart transplants as evidenced
by a minimum of 500 

cardiac catherizations and coronary arteriogramand 250 open heart 

procedures per year; 


The center has an anesthesia team that is available at all times; 


The center has infectious disease services with both the pro­

fessional skills and the laboratory resources that are needed to 

discover, identify, and manage a whole range of organisms; 


The center has a nursing service team trained
in the hemodynamic 

support of the patient and in managing immunosuppressed patients; 


The center has pathology resources that are available for studying

and reporting the pathological responses of transplantation; 


Transplant surgeons and other responsible team members must
be 

experienced, board certified or board eligiblein their respective

disciplines; organ specific transplant physicians are required for 

each organ/team. 


Component teams mustbe integrated into a comprehensive transplant

team with clearly defined leadership and responsibility; 
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10. 

11. 

12.  

1 3 .  

14. 

15. 

15A. 

16. 

17. 


18. 

19. 

20. 

The centerhassocialservicesresources; 


The t ransplantcentermustsafeguardther ights  and pr ivacy  of 

pat ien ts ;  


The t ransp lan tcentermust  have p a t i e n t  management plans and 

pro toco l  s ; 


The c e n t e r  p a r t i c i p a t e s  i n  a donorprocurementprogram and network 

( the  Nat iona l  OrganProcurement and Transplantat ionNetwork - OPTN) ; 


The c e n t e r  s y s t e m a t i c a l l y  c o l l e c t s  and sharesdata on i t s  t r a n s p l a n t  

program; 


The center  has an i n t e r d i s c i p l i n a r y  body t o  determinethesui ta­ 

b i l i t y  o f  c a n d i d a t e s  f o r  t r a n s p l a n t a t i o n  on an equ i tab lebas is  and 

submits i t s  recommendationregardingMedicalAssistancerecipients 

t otheD iv i s iono fMed ica lAss i s tance ;  


Rec ipient  Se l  ec tion 

The center  musthaveprocedures i n  p lace anddocument se lec t i on  o f  
t ransp lan tcand ida tes  and d i s t r i b u t i o n  of organs i n  a f a i r  and 
equ i tab le  manner conduc ivetoopt ima lrec ip ien t  outcome. 

The centerhasextensiveblood bank support; 

The centermusthave an establ ishedorgantransplantat ionprogram 
w i t h  documentedevidence o f  12 o r  more hear tt ransp lan ts ,  or 25 o r  
more k i d n e y  t r a n s p l a n t s  o r  12 o r  more 1 i ve r  t ransp lan ts  annua l l y .  
Cen te rsw i th inthes ta te  o f  Washington t h a t  f a i l  t o  meet volume 
requirement may requestcondi t ionalapproval ;  

The centerper fo rminghear tt ransp lan ts  mustdemonstrateactuarial 
su rv i va lra teso f  73 percent  f o r  one year and 65 percentfor  t w o  
yea rs  o r  g rea te r .  

The centerper fo rmingt ransp lan ts  must have UNOS approval - a l s o  
conce rn ingsu rv i va lra te .  

In -s ta tecentersgran tedcond i t iona lapprova l  on an except ionbasis  
mustmeet c r i t e r i a  s t a n d a r d s  w i t h i n  one year .  



&vision: 	 HCFA-H4-87-4 (BERC) 
MARCH 1987 

attachment 3.1-E 

Page 5 

CMB No. 0938-0193 


CRITERIA FOR PANCREAS TRANSPLANTATION 
January 19,1990 

TRANSPLANT C R I T E R I A  

A .  PANCREAS TRANSPLANTATION 

Ind i ca t i ons :  

1 .I n s u l i n - d e p e n d a n td i a b e t i c sw i t hr e n a lf a i l u r e  who will undergo a 
rena l  and pancreastransplant.  

2 .  	 The insu l i n -dependan td iabe t i cw i thp r io rk idneyt ransp lan tto  
undergo a pancreastransplant.  

3.  	 The insul in-dependantd iabet icwi thnonrenalcompl icat ions,  such as 
ret inopathy,neuropathy,  or ear l yvascu la r  changes, and those 
p a t i e n t s  w i t h  p o o r l y  c o n t r o l l e d  d i a b e t e s  who will undergo a 
pancreas-only  t ransplant .  

B .  HEART - LUNG TRANSPLANT 

Ind i ca t i ons :  

1. 	 Primary Pulmonary Hypertensionresul t ingfromelevatedpulmonary
vascularres is tancewi thpoorsurv iva lprognosisforover  12 t o  18 
months. 

2 .  	 Eisenmenger’s Syndrome w i t h  same prognosis as above number 1. 

Pulmonale w i t h  same prognosis as3 .  Core number 1. 

4 .  C y s t i cF i b r o s i sw i t h  same prognosis as above number 1.  

Cont ra ind ica t ions :  

1. 	 Cont ra ind i ca t i onsw i ththeexcep t iono f  pulmonaryhypertensionare 
otherwisethe same as  fo rhear tt ransp lan tpa t i en ts .  

2.  	 Giventhesca rc i t yo fhear tl ungdonors ,p r i o r i t y  will be g iven t o  
p a t i e n t s  underthe age o f  50. 

3. 	 P a r t i c u l a ra t t e n t i o n  mustbe g i v e ni nt h es e l e c t i o n  o f  p a t i e n t sw i t h  
prev iousthorac icsurgery and p a t i e n t s  w i t h  l i v e r  d y s f u n c t i o n  as 
t h e s e  f a c t o r s  s i g n i f i c a n t l y  a f f e c t  m o r t a l i t y  i n  hear t - lungt rans­
p l a n t a t i o n .  
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C. 	 SINGLELUNGTRANSPLANTATION 


Indications: 


1. 	 Terminal restrictive lung disease with life expectancy less than 18 

months. 


2. PrimaryPulmonaryHypertension. 


3. 	 Patient over the age o f  60 must be selected with particular care 
because o f  the shortage o f  donor material. 

4. 	 Patients with severe obstructive lung disease (and air trapping) are 

not considered optimal candidates; this is considered a weak 

indication. 


Contraindications: 


1. Acute or chronic pulmonary infectious process. 

2 .  Ventilator dependence.-
3 .  Cachexi a. 

4 .  Severe right ventricular failure. 

5. Multi-organ system failure. 


6. 	 Systemic disease that may affect long term graft function/survival

and recipient survival. 


7. The presence o f  a malignancy, or significant history thereof. 

8. Severe obstructive lung disease where air trapping
is a moderate 

contraindication. 
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